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Period for Reply _ _«^ a 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 

. if No'period for repty is specified abo«. the rn^mum * beooine ABANDONED (35 US.C. § 1 33). 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

I )B Responsive to communication(s) filed on 31 Auqust 2001 . 
2a)D This action is FINAL. 2b)B This action is non-final. 

3^n Since this application is in condition for allowance except for formal matters prosecutor , as to the marts is 

3) D St accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) 0 Claim(s) jK» is/are pending in the application. 

4a) Of the above claim(s) P33 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6M Claim(s) 34-39 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) B Claim(s) m are subject to restriction and/or election requirement. 
Application Papers 

9) D The specification is objected to by the Examiner. 

1 0)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

I I )□ The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. §§119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a)D All b)Q Some*c)D None of: 

1 □ Certified copies of the priority documents have been received. 

2 □ Certified copies of the priority documents have been received in Application No. . 

3 □ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17 2(a)). 

* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a Cairn for domesKc priority under 35 U.S.C. § 119(e) (to a provisional application), 
a) □ The translation of the foreign language provisional application has been received. 

15) D Aclnoldgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 

Attachment(s) 

m , — j , DTn flQ9 , 4) □ interview Summary (PTO-413) Paper No(s). . 

1 ) □ Notice of References Cited (PTO-892) Application (PTO-1 52) 

2) □ Notice of Draftsperson's Patent Draw.ng Rev.ew (PTO-948) 5 U Not.ce 

3) □ information Disclosure Statement(s) (PTO-1449) Paper No(s) 6)LJOtner. . 
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1 . Receipt is acknowledged of the election response filed August 31 , 2001 . 

2. Claims 1-39 remain pending in this instant application. 

3. Applicant has elected with traverse Group III, Claims 34-39, drawn to an 
agent for increasing levels of one or more fatty acids to the colon. 

Claims 1-33 have been withdrawn from further consideration pursuant to 
37 CFR 1.142(b), as being drawn to nonelected inventions , there being no allowable 
generic or linking claim. Applicant timely traversed the restriction (election) requirement 
in Paper No. 4. 

The restriction is proper in view of the serious burden to search and 
examine all of the claims which are drawn to food products classified in Class 426 
whereas the "agent" is classified in Class 424 as a therapeutic use in a colon of an 
animal or human. 

4. The following is a quotation of the first paragr aph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

The specification lacks adequate written description for the claimed 
inventions in view of the following points in accordance with the written description 
requirements of 35 U.S.C. 112: 
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The description must clearly allow persons of ordinary skill in the art to recognize 
what is claimed since the terms "agent" and "agent derived from fiber extracts" lack any 
suitable description for the claimed substance. Thus, an applicant must comply with the 
written description requirement "by describing the invention, with all its claimed 
limitations, not that which makes it obvious," and by using "such descriptive means as 
words, structures, figures, diagrams, formulas, etc., that set forth the claimed 
invention." Lockwood, 107 F.3d at 1572, 41 USPQ2d at 1966. 

An adequate written description of the ingredients requires more than a mere 
statement that it is part of the invention and reference to a potential method for isolating 
it. 

The description requirement of the patent statute requires a description of an 
invention, not an indication of a result that one might achieve if one made that invention. 
See In re Wilder, 736 F.2d 1516, 1521, 222 USPQ 369, 372- 73 (Fed. Cir. 1984) 
Accordingly, naming a type of material generally known to exist, in the absence of 
knowledge as >» what that mat erial consists of, that is the terms or expressions "agent", 
"agent derived from" and "from fibre ext r act", is not a description of that material. 

Thus, Claims 34-39 are rejected under 35 U.S.C. 112, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 
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The broad generic claim lacks sufficient description to inform a skilled artisan that 
applicant was in possession of the claimed invention at the time of filing since the 
specification lacks a suitable indication of the "agent" as to the complete structure or 
identifying characteristics of the "agent" components, thus the description requirement 
has not been satisfied. 

5. The following is a quotation of the second paragraph of 35 U.S.C. 112 : 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter, which the applicant regards as his invention. 

Claims 34-39 are rendered vague and indefinite by the terms " agent" 

"derived from fibre extracts" because these terms, in and of itself, do not adequately 
delineate its metes and bounds. An "agent" or an extract is necessarily a product-by- 
process because the composition of the extract is only defined by the process of its 
preparation. Such product-by-process claims are intended to define products, which are 
otherwise difficult to define and/or distinguish from the prior art except, by the process of 
making. Since any given biological source contains thousands of extractable 
compounds, each with it's own particular extraction properties, the nature of the 
resulting extract will depend on the conditions of the extraction and the solvent used. 
For example, at what temperature is the extraction performed? Is the extract obtained 
via extraction with water, a polar solvent, a non-polar solvent, or an acid or base, or is it 
a squeezed extract? It is well accepted in the natural products and herbal art, that 
extraction of a biological source with one of various distinct solvents has a profound 
impact on the final product with respect to the presence, amounts, and/or ratios of 
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active ingredients obtained, and, thus, on the ability of the extract to provide the desired 
functional effect(s) claimed and/or disclosed. Since the extract itself is clearly essential 
to the instantly claimed invention, the step(s) by which the claimed extract is/are 
obtained is/are also clearly essential and, therefore, must be recited in the claims (i.e., 
as a product-by-process). Although the claims are interpreted in light of the 
specification, critical limitations from the specification cannot be read into the claims 
(see, e.g., In re Van Guens, 988 F.2d 1181, 26 PSPG2d 1057 (Ded. Cir. 1991)). 
Accordingly, without the recitation of all these critical limitations as set forth above, the 
claims do not adequately define the instant invention. 

The language of the claims must make it clear what subject matter the claims 
encompass to adequately delineate their "metes and bounds". The scope of the instant 
claims with respect to these "agent(s) derived from fibre extracts" are vague and 
indefinite since one would not expect the components to be the same for different fruits 
or vegetables. See, e.g., the following decisions: In re Hammack, 427 F 2d. 1378, 
1382, 166 USPQ 204, 208 (CCPA 1970); In re Venezia 530 F 2d. 956, 958, 189 USPQ 
149, 151 (CCPA 1976); In re Goffe . 526 F 2d. 1393, 1397, 188 USPQ 131, 135 (CCPA 
1975); In re Watson , 517 F 2d. 465, 477, 186 USPQ 11, 20 (CCPA 1975); l_n_re 
Knowlton 481 F 2d. 1357, 1366, 178 USPQ 486, 492 (CCPA 1973). The courts have 
also indicated that before clai m Ad subject matter can properly be compared to the 
prior art, it is essential to know what the claims do in fact cover. See, e.g., the 
following decisions: In r Ste le . 305 F 2d. 859, 134 USPQ 292 (CCPA 1962); !n_re 
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Moor 439 F 2d. 1232, 169 USPQ 236 (CCPA 1969); In re Merat, 519 F 2d. 1390, 186 
USPQ 471 (CCPA 1975). Claims 34-39 fail to comply with the above decisions. 



6 No claim is allowed . A search of the art cannot be properly made until 

the scope of the language of the claims make it clear what subject matter the claims 
encompass to adequately delineate their "metes and bounds" as noted above. 



7 Any inquiry concerning this communication or earlier communications from 

the examiner should be directed to Examiner Lilling whose telephone number is (703) 
308-2034 and fax number is (703) 308-4242 or SPE Michael Wityshyn whose telephone 
number is (703) 308-4743. Examiner can be reached Monday-Thursday from about 
530 A.M. to about 3:00 P.M. Any inquiry of a general nature or relating to the status of 
this application should be directed to the Group receptionist whose telephone number is 
(703) 308-0196. 
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